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21 CFR Part522

Implantatio,an,rDlnjectable Dosage Form New Animal Drugs; Carprofen

AGENCY: Food and Drug AdministratiOn, HHS

ACTION: Final rule.

SUMMARY: The Food and Drug Admlmstrahon (FDA) is a:rnendlng the ammal
| drug apphcatlon (NADA)

drug regulations to reflect approval of a new ir
filed by Pfizer, Inc. The NADA prowdes for the veterm‘ary’prescrlptlon use

of carprofen solution in dogs, by subcutaneous 1n]ect10n for the relief of pam

and inflammation associated w1th osteoarthntlsw e -

DATES: This rule is effective [msert date of pubhcatmn 1n the Federal Reglster].

FOR FURTHER INFORMATION CONTACT: Melanle R Berson Center for Vetermary

Medicine (HFV-110), Food and Drug Admlmsirat;on, 7500 Standish Pl.,

Rockville, MD 20855, 301-827-7540, e-mail‘ rﬂbé’r‘son@evm.fda;gov.

SUPPLEMENTARY INFORMATION: Pflzer, Inc 235 East 42d St New York NY

10017-5755, filed NADA 141-199 for RIMADYL (carprofen) In]ectlon The

NADA provides for the veterinary prescnptlon use of carprofen solutlon in
dogs, by subcutaneous injection, for the rehef of pam and 1nﬂammat10n

associated with osteoarthritis. The apphcatlon 1s approved as of March 3 2003

and the regulations in part 522 (21 CFR part 522) are amended by addlng new

§522.312 to reflect the approval The basis of approval 1s dlscussed in the -
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f information 1 rovi'sions

In accordance with the freed of 21 ‘CFR part
20 and 514.11(e)(2)(ii), a summary of safety and effectlvenesw data and o
information submitted to support approval of this apphcatmn may be seen in
the Dockets Management Branch (HFA——SOS) Food and Drug Adnnnlstra’uon
5630 Fishers Lane, rm. 1061 Rockvﬂle MD 20852 between g a. m and 4 p.m.,
Monday through Fr1day | SN

Under section 512(0)(2)(F)(11) of the Fed‘ al Fooderug, and Cosmetlc Act

(21U.S. C. 360b(c)(2)(F)(ii)), this approval quahﬁes for 3 years ofn arketmg e

exclusivity beglnmng March 3,2003.
The agency has determlned under 21 CFR 25 33(d)(1) that thlS actron 1s

of a type that does not individually or cumula’uvely have a s1gn1ﬁcant effect .

on the human environment. The efore ne1ther an env1ronmenta1 assessment

nor an environmental impact statement is required.

This rule does not meet

because it is a rule of “‘particular apphcablhty Therefore,

to the congressional review requlrements in 5 U S C 801-808

List of Subjects in 21 CFR Part 522

Animal drugs.

itis not subject

Therefore, under the F ederal Food Drug, and Cosmetlc Act and under o “

authority delegated to the Commlssmner of Food and Drugs and redelegated

DRUGS

1. The authority c1tat10nf01“ 21 CFR part522 contmuesto readasfollows | |

Authority: 21 US.G.360b.
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2. Section 522.312 is added to read as foll

§522.312  Carprofen.

(a) S pec1f1(:at1ons Each milliliter of solutlon contamstSOlelhgrams (mg) |

carprofen.
(b) Sponsor. See No. 000069 in § 510. 600(0) of ’thls Chapter
(c) [Reserved] S S
(d) Conditions of use in dogs——(l) Amount 1 mg per pound (2.2 mg per

kilogram) body weight twice daily, by subcutaneous 1n]ect10n

(2) Indications for use. For. the relief of pam and mflammatlon assoc1ated |




~ (3) Limitations. Federal law resulctstblsdrug to use by or on the order

of a licensed veterinarian. |

Dated:’%_’"__
Mdy 6, 2003. o
S £G

gteven F. Sundlof,
Director,
Center for Veterinary“Medicine.
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